REMARKS 

Retunsidciatton ortiu^ .^pphtdtion .is anicmlod it> Kv,pev.truilv Htjut-bUd riaims 
L 2 4-2" and 2'->-^i ueie pending in ihis appIiLatum ^ h\m 1 ba^ be^n auiended and 
nc\% cLiim^ M and inttodutcd ! he'so amendrnt-nt-- aie made \\ith>>nt piojudice or 
di-^<.iainiLi and do nor hk hide ^mv f5e\\ :naitei ApphcatiK icien e the Jtgln tu jno\ecute 
asn canv\'Ued oi othetwiso uiuSairacU subject mattei thi-, oi anoihos appiication, 
Con^idctrftion rfiid onus of th>s anKiidnicnt it icspecdldK icque^fed 

KEJLC f IONS I NDLK35 I .SX . 103(a> 
A. Claims U 2, 4-n and 20 

Cldtnis and 32-^^^ stand icje^-tod iiirL" ' SC Kn^ji osei Uujpin 

{]-m) in ucu ol Hodge {l^>^>7) R^e {I s Pat \o (\\2'' \ \n {jOOT,) aiui i ehnet 
t {*-S99) Apphcrtnt:^ le^-i'iecrfidiy rras'erse these re!ect5on«i as nuijcated beion- 

iiinpin ailciicd K> deiu^nsuatc that adrannsTiation oi rftiUgen Tc> a KmphaUc 
t5:3Mje ma\ be a :3uccc^stui uaito of adnunistjatuin \i Huipm does not teach a ptime- 
boo-^t tegnuei) Hodye fs etted a.-* teai.Un)g ihe »sc oi two ddtetenf pt>\\nai ^ec{ol■s to 
geijeratc an imuiuut' response \5 ncitiiei of ihtso itrft'ii,ncts teache.-. duect imfauoda! 
adminiitfatioii of anltgen, both Ricc and I ehnei aic eited R.!ce i-^ aUeged To teach duect 
intianodal adumnstjauon as a pieiened mummi/atum tome: ( thiur is alleged to pios fde 
a feabonahle e\peUat5on oi ssicccsi. in u^n?g tpiianotla! junmnsizanon b\ demonstial.ni^ 
suites^ using dien ' taigett'd dkiv Ivniph node" or ' TU \' technique As desuitbed 
bclou, the Kpph(.auts do not bvhe\e this combination <.tf icfejenccs renders the instaiitK 
claaned method obvious. 

\\ ith ic'ipect to Hntp'n the t xaniiiiei aiieiios in this (jttKo Vctutn 

"specffiealK lluipiu ct al teaches that whtseas 
admsnustratiou to i\mphat!C tts^ne, sitch as the spleei^, 
geneiated substautiai autigeit specific C!L response 
siibcutaneous adninnsnatton of sa^-cjoia encoding pS^ 
tailed to geiieiate autigen specific < Fl (Huipm ei a! 
pages 210-21!) (Office \ctioti p ^) 

As piv\!ous!\ noted die spleen ts a hiuphatic tissue 
furthei 'd^ dti,etisbeJ above, Ihti'^im ct a! shm\s thai dncct 
admiubtiatton to a hmphatic t^-^ues ^ieneiates substannalK 
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fuJfiT!uioti<UioP InJ.ui Uiupui al hkc appbcant -!hos\s 
that subcutaneous adnnnisttarion tailed to s^cnciatL- antmcn 
specific (Ti aeanisi p53 fhu'; Hinpin :>hov\;« that 
adtntntsti-Ufuu t>i i\rnph.U!L lis^^ue can tnduce ann<jcu 
dpecifiC immunec. greater tlun that mdiiccj b\ 
subcutaneous atlnsnustiatjon wlucb can be runhef 
tnci eased b\ suhst.qut.tjt adntnu^^tiattons to Kjnpiuttic 
tjs.suo (Office Xcijon p 4} 

Hcmcscr, vxith le^'Sid to^Ktnpbatic tissiic", Huipia actualH statci. 

lntiaoplcii5c admiinsttation also iodaceJ ("Ti ^ ijiuipm, et 
al. Abstract, p. 208 i 

i\>\ direct uniaspicnic jdnnntsUaiUfH, mice \^eic 
anosrhcti?cd and ^ha\ed, and 20 pi wcr deii^cicd thioagh 
die alxlonunai uali mm tiid ^pleeti (Huipia, ^.t \\ pages 
209) 

Ho\\t.\L'i diieet ititia^pieiuc adTn1tll^tta^Ion wbich has 
tccciuK bec'ii fepoitcdto be extienteK jioictit Ibi ituhtcuii: 
ceikdar lespunpes lo transfectcd ftbiuMa'it^' , du! uidtice 
{'lis althuuyh it was not clearlx supcttoi to the 
jntuavcnouo uuife i Hmpm ci al paues 210-2 \ i ) 

'sincf \\f ptosume fh,)t LJi^'etifV' to ibo ,->piet'n, which is nrh 
tn \PC s and cMoktiic-^, s.- at i:ast m patt it'5poti<^jb!e iot the 
iiumunogenjcus <u th^ juttin etkats r<->fne, it is ititeiesimg 
diat direct uitiaspleiuc admiristiatu^n aiso induced a i T( 
je?pon';e ( Htiipni, et ai page 2 H) 

\$ shov\i! b\ the i|uoted passages, Hatpm docs not teach 'administration lo 
KiTiphatic" tisi-'sic, ^nch a.-> die .-ipieen" as alleged b\ the f\ainniet but t^nK U'^cbcs 
<ldiinnlstJatK•^^ to the i.pleen in fact, Ihuptn does not e\eii mcntiuti 'Kinphatic tissue' \ii 
Ivniph nodes It k-> uiidei stood thai iiie spleen is a Hniphaiic tissue hut onh mttanodal 
adiUiuisti ation is mstanth claimed Fiie Fxamtnei s ailegatioii that Hutpiu teaches 
\accine dotneix 'to ixmphatic tissue, whether spleen *.>r Isniph node" is an incorrect 
chaiaetoit/attou ot\\ iuu tiie refeieuce actitaiK discloses With legaal to Unipbatic tis.^ue 
Hutpni teaches inttaspiemc admmisruuion and nothniLi nioie Applicants aie tiilK 
cogniz-ant that these fejectujiis test oti the conibiiKitioti tff Jhipnts, floiige Rice and 
I cnnei aiid that aii aigiiineut as lo w h\ each leteieacc would not indi\iduaH> rendei the 



liiKlni^s icgaiding lU kasi ore uf the icieioncCN m the tombmaUon {eg, limptn) 5b 
mcnifCit Id \je\% oi tbi-^ ctiui, Appiitant^ K-^peitfuHv niajmasr Uvu {ejccuuns telving 
upon the t \amjncr s chaiactcnzatkiri uf Hm:i!n otc impuipt-i anci should be wnhduixsn 

RcL'cuding Lehnei s i'-)'-)4 papes pTt:^!uu^h cited by \pplicants to fmtKui 
chatacten/o lohncf-^ method the Fxamuiei note^ that the l*-?*^! papei \tatc5 that the 
ihac Kmph nodev. aic loLaicd 2-4 >ubq " Appikants do not dj^a^iei. \sith ihii> 
^taienicnt 'SubLutaneoiis 15 i\ pica IK utidcistuod b\ tliuse of skill in the att to mean, 
e g just liJidei the v,km As I ehiict adnuttedK fidnnntstejed the anugcn ^ubeuiancduslv, 
<ind the iliac Kmph node^ ait; found 2-4 cm theieftoin, n follows that Lehnet m fact 
admnu^iered amigcu 2-4 ciii troiti the diac Kmph nodes in Applicaiit!^' Fxample ] 
Khoup ''^} siiheiitdDeouo aJmiiusttation \sa^ accdmph^hed sisine tour mjccifcm sue.s in 
(he dorsal ectvieal mteiccapuiai region", a iutiio!! kuciun to bL- populated with Ktnph 
node^ (sec e g , Pfiud et al J 1 >pid Re^ 22^'J-22M It would thetef-ne he 

understood b> out; of skill m the aa that Xppiicam'^ coTuroi ijobeutaneous mjecuon i,^ in 
lact smiilat to 1 ehnei s suhcutaneous teehiuqoe, ahhouyh nc.« a dtitetent gtcuip O'lvmph 
nodes And, as shovn m thv IXanipks, \pplicants' diiei.i iiUiauodal adm!nv-.tiation 
method iiidticed nnich gteatei immune iespot>eb <i- tompated to the conttu! (e g , Fig s) 
\pplic<n)ts ait' not attemptjiit; to amne foi patentabditx o\ci I elmei alone bttt iutetatmg 
then behef that the { \amtnei 'j. reas-oning regaidnig Lehtier s i(.>le \s ithm die combmativ n 
oi {efe'cncos is mipiooei Anoidiugh Xpptiean*-^ K'spectitilK mamtafp. that the 
tcjeetions based oti Lehnei are impropci and ihoidd be w ithdtaw n 

Applicants hiithej njanitauj iheti pieMousK stated pu.-,uiui} tiiat Rii.e meTeK 

mentiOiis at eol 4^, hne5 4^-52 that the cDV \s dcsLubcd thciciii m<i\ ineorpoiated 

into \aceines that ma\ be admniiste'ed 'dneeil\ to Kntphotd t!s-,uea eg Ivnipli 

iuides ' , and that this dtsclosuie is msuf'ieiem it is again pointed out that Rice\ 

suggestion ptoxuie-^ iUcjufftoit-tst suppott lot an ob\ lOU'^necjs icjeLtioti l'<n the leasons set 

f"Jfh PhatmaNteni 1 heiapeut^cs 

aft m\entton uoidd not be dees'SKd ob\sous tf all that 
>\a,? ,stiggested "\s,t,s lt^ e>4iloie a aes\ tcehnolog\ oi gencial 
appioaeh thai scenied to be a ptomtsuig ikki oi 
e\pen mentation where the puoi ait ga\e onK genet al 
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\ laceil Inc 49! h VI M42 io4 (Fud 20f)7)> 



Rice docs oothnii; moic than point out a parttcuLir ivutt- vf adminiMtatum pro\idcs 
.ib^oljUL!\ no ynuian(.i; w hjisotx ct to iitm ti^ achjcxc Jt Vpplicanis aie not ^itteniptmy 
to aiLiut' foi patcntahihts o\cr Rjce alone but icitetatniu then bcbef that ihc bKaminofs 
leationing leuardniti R.icc\ lole \uthin the crmhuMtton of ictcicnce^ is miptopct 

\pphcanb iOspeciiuiK mauvuun thai thti iAannner has not made a ptO[iei pfi/ru 
fiiL/e Nhow ing of oh\ khisucsn iiiii^iigh the conibnujtton of llnipin fiodgo 1 elmei and 
Rice Xpphcants do not bcisext; Hurpm leiates to Ivmphanc tiSsut ' genefaii\ btit oniv 
io the spleen A.pphcfitit^; futthet hehe\e that neiilier i.chtiet ni>j Rjcc sboxs 
fidnun]st5<!tion ol aniiucn dnccti\ into a Ktnph node Aecotdnmh, it is rc:^pectt\iiK 
tcqucstcd that the^e ie)eetioi!i> be vvstbdiawn it in ai^o noted that Appheants do not 
behe\e the.^e tejccuons \\ouid appi\ to eilhei of T^e^^. tlami^ ^4 ot ^5 icUi^sng 
\at.Cination of humans and admuustiatuin of both foims of antigen lo the sanicr Kniph 
node, respectively. 

B. Claims 18-19 

Claims 18 and 19 stand rejected under 35 tIS.C, lOSt'a) over Hiirpin (U>98) in 
\iev% Hodge (i9>)7) Rae (bS Pat \o (^12" 116, I'^O?) <ii!a 1 ehnei 1 1*^00) apphed 
lo elainis i-2, 4-n anti 10 and futthei in Mew Zaienjba 0 'iiid ^aigailet (!096) 
A.pplicantN respeettuiK tra\eic.e rhoNC re5cc£1on^ as indicated beki\v 

\ppbeanis ha>e discussed ihe defkieneies of the rejection based on die 
i^ouibinauon ot the Huipm, Hodge, Rtcc and behnei RteienLC<^ aho\e A.s described 
theiein VppistcUUs do nt.)t beheve tiiat tiie alleged eonibniation of lefetenccs supptui a 
piopei pnmo fjt,iL' case ot obsioti'^ness \ad \[iphoants do nut believe /atetnbaN 
di-^4.1o$!ife of the peptide \ \ SGADI NL aid or Salgaller s dtsch>suic of die peptide 
MidASPXlX satisf\ tht defft.ien<.5es A ihe base combination ot tetesencej! 
\ceojditigls it is tespocthiiK icqnesied that rhcsc aleetu^^^ be wnhdia^vn 
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Cirfims 21-2" stand icjcvted uiidci I' S L lO-(a) o\C! fiujptP (i'J'JS) in \ien 
of llodye (1997) RiLe (i s pat \o 127 j<>97) atkl 1 elaiei (1^^90) apphed iO 
claim^ !-2 i-P and 20 and fuuhei in of Barnett t h'9"^ Claim M ha^ been 
(.aiKeiled the leit'^Ui^p as lo dus clann is thcictl'ic nunn \ppiiC(Uiti tespt.vilulh 
tiaxfise the icni;unniu iciettjons as indkatei' belov\ 

Applicaats ha\t_ d>scubsed the deficient le^ uf ihe icjt-cUiw based on {he 
coiuhinatjon of the Shuptn ilodec R tee and i ehnei tL-iticnce.s abu\e \^ dc^mbcd 
tbciein, Applicants do not hclsexe that the illcged combination of icfcicticcs stsppo'l a 
propet /V ")h{ fji^ii. case of ob\iOusne3s And \p[iltcaats do mn bebe\c Bainett\ aileged 
dKsclosiuc of a pnm. boost \accinatton ^ttateiiv satistkb thir dcfiC!».-isCies of the base 
coiiibination of refeieBces. Accordingiy, it is respectfuOy recjuested that these rejectiosis 
be withdrawo. 

CONCLUSIONS 

Consideration and entry of tbis tesponse is respectfitily requested Applicarus 
believe the c!ain\s art; now in cotKlition for allowance, and respectftdSy recjnest thai a 
Notice of Allowance be issued as soon as possible. The Examiner is encouraged to 
contact the undersigned if it is beliex ed doing so would assist in the examination of this 
appliciuioo. 

Date: October 22, 2009 /Patrick J. Hailor mi/ 

Patrick J. Hallotan 
Reg. No, 41, 053 

PatnckJ Ikdiotan Ph D , JIX 

3 Mi Munlield Road 

Center \'aNe\ P\ 180.14 

lei 610-984-47-1 

ra\ 484-2 1 4-0 1 o4 

e-mail p'M'^i patballoian torn 
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